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DETAILED ACTION 

Claims 1 -3, 5, 9-11,1 3-1 5, 1 7-23 and 28-31 are pending. 

Response to Amendment 

The amendment filed March 30, 2010, and arguments filed March 30, 2010 and 
December 30, 2009, have been received and entered. The text of those sections of 
Title 35, U.S. Code not included in this action can be found in a prior Office action. 

Information Disclosure Statement 

The information disclosure statements (IDSs) submitted have been received. 
The submissions are in compliance with the provisions of 37 CFR 1 .97. Accordingly, 
the information disclosure statements are being considered by the examiner. 

Election/Restrictions 

The restriction requirement has been reconsidered in light of Applicants' 
arguments and is hereby withdrawn. 

Because all claims previously withdrawn from consideration under 37 CFR 1 .142 
have been rejoined, the restriction requirement as set forth in the Office action 
mailed on May 5, 2009, is hereby withdrawn. In view of the withdrawal of the 
restriction requirement as to the rejoined inventions, applicant(s) are advised that if any 
claim presented in a continuation or divisional application is anticipated by, or includes 
all the limitations of, a claim that is allowable in the present application, such claim may 
be subject to provisional statutory and/or nonstatutory double patenting rejections over 
the claims of the instant application. Once the restriction requirement is withdrawn, the 
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provisions of 35 U.S. C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 1211, 
1 21 5, 1 70 USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 
The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 
Claims 1-3, 5, 9-11, 13-15, 17-23 and 28-31 are rejected under 35 U.S.C. 112, 
first paragraph, as containing subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

Since the microorganism is recited in the claims, it is essential to the invention 
recited in those claims. It must therefore be obtainable by a repeatable method set forth 
in the specification or otherwise be readily available to the public. If the microorganism 
is not so obtainable or available, the requirements of 35 U.S.C. § 1 1 2 may be satisfied 
by a deposit of the microorganism. The specification does not disclose a repeatable 
process to obtain the microorganism and it is not apparent if the microorganism is 
readily available to the public. 
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It is noted that applicants have deposited the organism but there is no indication 
in the specification as to public availability. If the deposit is made under the terms of 
the Budapest Treaty, then an affidavit or declaration by applicants, or a statement by an 
attorney of record over his or her signature and registration number, stating that the 
specific strain will be irrevocably and without restriction or condition released to the 
public upon the issuance of a patent, would satisfy the deposit requirement made 
herein. 

If the deposit has not been made under the Budapest Treaty, then in order to 
certify that the deposit meets the criteria set forth in 37 C.F.R. §§ 1 .801-1 .809, 
applicants may provide assurance of compliance by an affidavit or declaration, or by a 
statement by an attorney of record over his or her signature and registration number, 
showing that: 

(a) during the pendency of this application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years 
or 5 years after the last request or for the effective life of the patent, whichever is longer; 
and 

(d) the deposit will be replaced if it should ever become inviable. 

Applicant is directed to 37 CFR § 1 .807(b) which states: 

(b) A viability statement for each deposit of a biological material defined in 
paragraph (a) of this section not made under the Budapest Treaty on the 
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International Recognition of the Deposit of Microorganisms for the Purposes of 

Patent Procedure must be filed in the application and must contain: 

(1 ) The name and address of the depository; (2) The name and 

address of the depositor; (3) The date of deposit; 

(4) The identity of the deposit and the accession number given by the depository; 

(5) The date of the viability test; (6) The procedures used to 

obtain a sample if the test is not done by the depository; and 

(7) A statement that the deposit is capable of reproduction. 

Applicant is also directed to 37 CFR § 1 .809(d) which states: 

(d) For each deposit made pursuant to these regulations, the specification shall 
contain: 

(1 ) The accession number for the deposit; 

(2) The date of the deposit; 

(3) A description of the deposited biological material sufficient to specifically 
identify it and to permit examination; and 

(4) The name and address of the depository. 

Response to Arguments 

Applicant's arguments filed March 30, 2010 and December 30, 2009, have been 
fully considered but they are not persuasive. The arguments that the strains are readily 
available because ATCC sells the strains is noted, however, the strains may not 
continue to be available from the ATCC during the lifetime of a patent if one should 
issue in this case. It is also noted that Applicants allege that the strains are available 
because they can be obtained using methods disclosed by Hillman and at page 8, of the 
instant specification. However, there is insufficient guidance described for obtaining 
these strains via the methods disclosed because of the unpredictability in the 
microbiological art. Furthermore, there would be undue burden of experimentation for 
one of ordinary skill in the art to have to carry out laborious methods for obtaining the 
strains and the expense involved. Since it is noted that the strains have been 
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deposited, Applicants are directed to the depository guidelines above for purposes of 
overcoming this rejection. The rejection is, therefore, sustained. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 2, 3, 5, 9, 10, 11, 13, 14, 15, 17, 18, 19, 20, 21, 22, 23, 28, 29, 30 and 
31 are rejected under 35 U.S.C. 112, first paragraph, because the specification, while 
being enabling for the specific strain(s) ATCC 31377 and ATCC 31341 for being LDH- 
deficient, the specification does not reasonably provide enablement for any and all 
strain which may be LDH-deficient. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to 
practice and carry out the invention commensurate in scope with these claims. There 
would be undue burden of experimentation for one of ordinary skill in the art to 
determine which strains of the claimed species that are LDH-deficient. Furthermore, it 
would be unpredictable in the art to select for any strain of the claimed species for use 
in the claimed compositions and methods, therefore. The claims are too broad for the 
enabling disclosure and should be limited to the specific strains which have been 
identified as being LDH-deficient. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-3, 5, 9-11, 13-15, 17-23 and 28-31 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claims are rendered vague and indefinite for the recitation of the term 
"isolated" because it is unclear whether or not the term is intended to mean biologically 
purified. It is suggested to replace "isolated" with "biologically purified" in the claims. 
Overall the metes and bounds of the claims can not be determined. No arguments 
were presented and this rejection is sustained. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5, 9-11, 13-15, 17-23 and 28-31 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over EP, cited of record, in view of Tagg et al, cited on PTO-1449 
Form. 

Claims are drawn to compositions and method therefore, wherein the 
composition comprises a mixture of S. oralis and S. uberis, and including optionally 
other bacteria, such as S. mutans. 

EP teaches S. uberis, compositions and methods therefore, for treating oral 
cavity diseases, see abstract. 
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Tagg et al teach compositions and method therefore, wherein the composition 
comprises a mixture of S. oralis and including optionally other bacteria, such as S. 
mutans. Note page 218, and see Table 1, and col. 1, lines 1-55. 

The claims differ from EP in that S. oralis is not specifically disclosed. 

It would have been obvious to one of ordinary skill in the art to combine the two 
bacteria of the cited prior art, EP and Tagg et al, to form a composition for treating the 
oral cavity and other disease treatments as claimed. Each of the bacteria are disclosed 
independently in the art to be useful for the same types of treatments and one of skill 
would have been motivated to select either one of these bacteria, including many other 
types of bacteria disclosed by the cited art. Further, to select any of these or all of them 
for use in a food is clearly within the purview of an artisan. To combine them together in 
a single composition is an obvious modification of the cited prior art because each is 
well known in the art to be useful for treating oral diseases. The species are the same 
as the ones claimed and hence will intrinsically possess the same properties. One of 
skill in the art would have expected successful results. Therefore, the claims are prima 
facie obvious over the cited prior art. 

Response to Arguments 

Applicant's arguments filed March 30, 2010 and December 30, 2009, have been 
fully considered but they are not persuasive. The insufficiency of Tagg is resolved by 
the EP reference which does teach S. uberis. Each species is recognized by the cited 
prior art to be useful for the same intended purpose, treating oral cavity and diseases. 
There is at least a suggestion to combine the bacteria as they are clearly disclosed by 
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the cited prior art. In response to applicant's arguments against the references 
individually, one cannot show nonobviousness by attacking references individually 
where the rejections are based on combinations of references. See In re Keller, 642 
F.2d 413, 208 USPQ 871 (CCPA 1 981 ); In re Merck & Co., 800 F.2d 1 091 , 231 
USPQ 375 (Fed.Cir. 1986). 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

All claims fail to be patentably distinguishable over the state of the art discussed 
above and cited on the previously enclosed PTO-892 and/or PTO-1449. Therefore, the 
claims are properly rejected. 
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The remaining references listed on the previously enclosed PTO-892 and/or 
PTO-1449 are cited to further show the state of the art. 
No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DEBBIE K. WARE whose telephone number is 
(571)272-0924. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Deborah K. Ware/ 
Deborah K. Ware 
Primary Examiner 
Art Unit 1651 
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